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Docket No. 1855/96 

U.S. PATENT AND TRADEMARK OFFICE 

APPLICATION NUMBER : 819,305 

PATENT NUMBER : 5,360,897 

FILING DATE January 9, 1 992 

ISSUE DATE : November 1, 1994 

INVENTION TITLE IMMUNOGENIC CONJUGATES OF 

STREPTOCOCCUS PNEUMONIAL CAPSULAR 
POLYMER AND TOXIN OR IN TOXOID 

INVENTORY) Porter W. Anderson and Ronald J. Eby 

Assistant Commissioner for Patents 
Box Patent Extension 
Washington, DC 20231 

Commu nication 

This communication is in response to a requirement for information that was mailed 
from the United States Patent and Trademark Office (U.S.P.T.O.) on May 25, 2000. 
(Attached as Exhibit 1), The requirement for information requests documentary evidence of 
the complete chain of title from the inventors, Porter W. Anderson and Ronald J. Eby, to the 
University of Rochester. The May 25, 2000 requirement appears identical to the requirement 
for information mailed from the U.S.P.T.O. on May 1, 2000. (Attached as Exhibit 2). 
^p-plicarils filed aTesponse xo the MayTT^OOrequirement on MayT8,20fXn tATtached as 
Exhibit 3). As such, it is Applicants' belief that the papers filed on May 1 8, 2000 contain all 
the information required for responding to the May 25, 2000 requirement. 

Applicants are hereby submitting this wtmnunication to the U.S.P.T.O. by facsimile, 

330442v KDCO 1> 


(MON) 6. 1 2' 00 1 4:07/ST. 1 4 : 05/NO. 3760365 


as instructed by Karen Tyson, Senior Legal Advisor, Office of Patent Legal Administration 
Office of the Deputy Commissioner for Patent Examination Policy. During a June 5, 2000 
conversation with Applicants, Ms. Tyson directed Applicants to fax the present 
communication to her, since the U.S J».T.O.'s records did not have record of the U.S.P.T.O.' 
May 1 , 2000 requirement for information. This communication is being provided to the 
U.S.P.T.O. and Ms. Tyson. 


Respectfully submitted, 


Date: June 7, 2000 


Kenyon & Kenyon 

One Broadway 

New York, New York 10004 

Tel: (212)425-7200 

Fax: (212)425-5288 


Estelle J. Tsc^dos 
Reg. No. 31,145 
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Exhibit 1 
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UNITED STATES DEPAK I IVttri \ <jr ^ummcn^L 
Patent and Trademark Office 
ASSISTANT SECRETARY AND COMMISSIONER 
OF PATENTS AND TRADEMARKS 
Washington, D.C. 20231 


David T. Read 

Acting Director Regulatory Policy Staff, CDER 
Food and Drug Administration 
145 1 Rockville Pike, HFD-7 
Rockviile, MD 20852 


Dear Mr. Read: 

The attached application for patent term extension of U.S. Patent No. 5,360,897 was filed 
on April 14, 2000, under 35 U.S.C. § 156- 

The assistance of your Office is requested in confirming that the product identified in the 
application, Prevnair™ (Diphtheria CRM 197 protein), has been subject to a regulatory review 
period within the meaning of 35 U.S.C. § 156(g) before its first commercial marketing or use and 
that the application for patent term extension was filed within the sixty-day period after the 
product was approved. Since a determination has not been made whether the patent in question 
claims a product, or the method of use of manufacturing such a product, which has been subject 
to the Federal Food, Drug and Cosmetic Act, Ihis communication is NOT to be considered as 
notice which may be made in the future pursuant to 35 U.S.C. § 156(d)(2)(A). 

Our review of the application to date indicates that the subject patent would be eligible for 
extension of the patent term under 35 U.S.C § 156. 

Any correspondence, especially any change of address from applicant, with respect to this matter 
should be addressed as follows: 


By mail: Commissioner for Patents 
Box Patent Ext. 
Washington, D,C. 20231 

By FAX: (703) 308-6916 or (703)941-871 1 
Attn: Karin Tyson 


By hand: Crystal Plaza Four, Suite 3 C23 
2201 South Clark Place 
Arlington, VA 22202 


Telephone inquiries regarding this communication shouldl 
tatj(703) 306-^9. 


ISdlo the undersigned" 



i Tyson, Sotot Legal Advisor 
Office of Patent Legal Administration 
Office of the Deputy Commissioner 
for Patent Examination Policy 


Estelle J. Tsevdos 
Kenyon & Kenyon 
One Broadway 
New York NY 10004 


FROM . 


W ^ 25 2000 
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UNITED STATES DEPARTMEN I OH uummckoc 
Patent and Trademark Office 
ASSISTANT SECRETARY AND COMMISSIONER 
OF PATENTS AND TRADEMARKS 
Washington, O.C. 20231 


Estelle J. Tsevdos 
Kenyon &. Kenyon 
One Broadway 
New York NY 10004 


In re: U.S. Patent No. 5,360,897 

Issued: November 1, 1994 

Inventors: Peter W. Anderson, et al. 

For: Immunogenic Conjugates of Streptococcus Pneumonial Capsular Polymer and 

Toxin or in Toxoid 

REQUIREMENT FOR INFORMATION 

This is in response to the application for patent term extension under 35 U.S.C. § 1 56, filed 
April 14, 2000 in the above-identified patent. 

The requested information must be submitted within TWO (2) MONTHS from the mail date of 
this letter Failure to respond may result in a delay in the processing of the application. 
Extensions of time under 37 CFR 1.136(a) are NOT permitted. 

Applicant has notcomplied with 37 CFR 3.73(b). When an assignee seeks to take action in a 
patent the assignee must establish ownership of the patent by submitting documentary evidence 
of the chain of title from the original owner (the inventors) to the assignee. The application 
papers filed April 14, 2000 only contain a copy of the assignment from Praxis Biologies to the 
University of Rochester and do not contain a copy of the assignment from the original inventors 
to Praxis, or a reference to a reel and frame number of such an assignment 

In response to this letter, applicant must provide documentary evidence of the complete chain of 
tide from the inventors, Porter Anderson and Ronald Eby, to the University of Rochester. See 37 
CFR 3.73(b) and MPEP 324. The document can be a reference to the reel and frame number of 
the recorded assignment or copies of the relevant assignment documents. The submission 
establishi ng ownership must be signed by a party authorized to act on behalf of theassignee. 

Correspondence with respect to this matter should be addressed as follows: 

By mail: Assistant Commissioner for Patents 

Box Patent Ext. 
Washington, D.C. 20231 


By FAX: 


(703) 308-6916 or (703)872-941 1 


FROM . 


(MONJ 6- 12' 00 14:08/ST. 14:05/NO. 3760365439 P 3 


U.S. Patent No. 5,360,897 Page 2 


Attn: Office of Patent Legal Administration 

By hand: Crystal Plaza Four, Suite 3C23 

2201 South Clark Place 
Arlington, VA 22202 

Telephone inquiries related to this determination should be directed to the undersigned at 
(703) 306-3159. 



Karin Tyson 
Senior Legal Advisor 
Office of Patent Legal Administration 

Office of the Assistant Commissioner for Patent Examination Policy 


cc: David T. Read RE: Prevnair™ 

Acting Director Regulatory Policy Staff, CDER 
Food and Drug Administration 
1451 Rockville Pike, HFD-7 
Rockville, MD 20852 
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Exhibit 2 


FROM 
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UNITED STATES DEPARTMENT OF COMMERCE 
Patenl and Tmcfomarfc Office 

ASSISTANT SECRETARY AND COMMISSIONER 
OF PATENTS ANO TRADEMARKS 
Washington, D C 20231 


MAY - J 2000 



David T. Read 

Acting Director Regulatory Policy Staff; CDER 
Food and Drug Administration 
1451 Rockvilk Pike, HFD-7 
RockviIle ? MD 20852 


Dear Mr. Read: 

The attached application for patent term extension of U.S. Patent No. 5,360,897 was filed 
on April 14,2000. under 35 U.S.C § 156. 

The assistance of your Office is requested in confirming that the product identified in the 
application, Prevnair™ (Diphtheria CRM I97 protein), has been subject to a regulatory review 
period within the meaning of 35 U.S.C. § 156(g) before its first commercial marketing or use and 
that the application for patent term extension was filed wixhin the sixty-day period after the 
product was approved. Since a determination has not been made whether the patent in question 
claims a product, or the method of use of manufacturing such a product, which has been subject 
to the Federal Food, Drug and Cosmetic Act, this communication is NOT to be considered as 
notice which may be made in the future pursuant to 35 U.S.C. § 156(d)(2)(A). 

Our review of the application to dale indicates that the subject patent would be eligible for 
extension of the patent term under 35 US.C. § 156. 

Any correspondence, especially any change of address from applicant, with respect to this matter 
should be addressed as follows: 

By mail: Commissioner for Patents By hand: Crystal Plaza Four, Suite 3C23 


_ Telephone inqui ries regardi ng t his communication shou ld be directed to th^ underage 
^{703) 3064159. 


Box Patent Ext. 
Washington, D.C. 20231 


2201 South dark Place 
Arlington, VA 22202 


By FAX: 


(703) 308-6916 or (703)941-8711 
Attn: Karin Tyson 



cc: 



Office of Patent Legal Administration 
Office of the Deputy Commissioner 
for Patent Examination Policy 


Estclle J. Tsevdos 
fCcnyoa & Kenyon 
One Broadway 
New York NY 10004 
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UNITED 3TAT6S DEPARTMENT OF COMMERCE 
Patent and Trademark Office 
ASSISTANT SECRETARY AND COMMISStONER 
OF PATENTS AND TRADEMARKS 
Washington D.C. 20231 

Estelle J. Tscvdos 
Kenyon & Kenyon 
One Broadway 
New York NY 10004 


In re. US. Paient No. 5,360,897 

Issued: November 1, 1904 

Inventors: Peter W. Anderson, et eJ. 

For Immunogenic Conjugates of Streptococcus Pneumonial Capsular Polymer and 

Toxin or in Toxoid 


REQUIREMENT FOR INFORMATION 

This is in response to the application for patent term extension under 35 U.S.C. § 1 56, filed 
April 14> 2000 in the above-identified patent 

The requested information must be submitted within TWO (2) MONTHS from the mail dale of 
this letter. Failure to respond may result in a delay in ihe processing of the application. 
Extensions of time under 3 7 CFR 1.13 6(a) are NOT permitted. 

Applicant has not complied with 37 CFR 3 .73 (b). When an assignee seeks to take action in a 
patent, the assignee must establish ownership of the patent by submitting documentary evidence 
of the chain of title from the original owner (the inventors) to the assignee. The application 
papers filed April 14, 2000 only contain a copy of the assignment from Praxis Biologies to the 
University of Rochester and do not contain a copy of the assignment from the original inventors 
to Praxis, or a reference to a reel and frame number of such an assignment 

In response to this letter, applicant must provide documentary evidence of the complete chain of 
title from the inventors, Porter Anderson and Ronald Eby, to the University of Rochester. See 37 
CFR 3.73(b) and MPEP 324. The document can be a reference to the reel and Same number of 
the recorded assignment or copies of the relevant assignment documents. The submission 
establishing o^vnership must be signed by a party authorized to act an behalf of the assignee. 


Correspondence with respect to this matter should be addressed as follows: 

By mail: Assistant Commissioner for Patents 

Box Patent Ext, 
Washington, D.C, 20231 


By FAX: 


(703) 308-6916 or (703)872-941 1 

Attn; Office of Patent Legal Administration 


FROM 


(MON) 6. 12" 00 14:09/ST. 14:05/NO. 3760365439 P 12 


Exhibit 3 


(MON) 6.12*00 14: 10/ST. 14: 05/NO. 3760365439 P 1 


The stamp of the Patent Office hereon may be taken as acknowledging 
the receipt, on the date stamped, of 


APPLICANTS : PORTER W. ANDERSON et al. 
PATENT NO. : 5,360,897 
SERIAL NO. : 08/819,305 
FILING DATE : January 9, 1992 
ISSUE DATE : November 1 , 1 994 


MM 1 8 WOO 


TITLE: IMMUNOGENIC CONJUGATES OF STREPTOCOCCUS 

PNEUMONIAL CAPSULAR POLYMER AND TOXr*®*^ 5 ^ 
OR IN TOXOID 


The Commissioner is hereby authorized to charge any fees or credit 
any overpayments to Kenyon & Kenyon deposit account 1 1-0600. 

PAPERS FILED: Additional Information for Application for 

Extension of Patent Term Under 35 U.S.C. 156 and 
Copies of Assignments 


325553 01855/96 EJT/TAL/nif 
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Docket No. 1855/96 

U.S. PATENT AND TRATW.MARK OFFICE 


APPLICATION NUMBER : 819,305 
PATENT NUMBER : 5,360,897 
FILING DATE : January 9, 1992 
ISSUE DATE November 1, 1994 
INVENTION T ITLE : 1MMUNUOLN1L-CONJUG 


STREPTOCOCCUS PNEUMONIAL CAPSULAR 
POLYMER AND TOXIN OR IN TOXOID 

INVENTOR(S) Porter W. Anderson and Ronald J. Eby 


Assistant Commissioner for Patents 
Box Patent Extension 
Washington, DC 2023 1 

ADDITIONAL INFORMATION FOR APPLICATION 

This is in response to a requirement for information mailed on May 1 , 2000. The 
response is due on or before July 1, 2000. Specifically, the request for information stated that 
the Applicant must provide documentary evidence of the complete chain of title from the 
inventors, Porter W. Anderson and Ronald J. Eby, to The University of Rochester. Further, 
the request stated the document can be a reference to the reel and frame number of the 
recorded assignment or copies of the relevant assignment documents. 

Accordingly, attached herewith are copies of the following assignments: 

1) Assignment from Porter W. Anderson and Ronald J. Eby to Praxis 
Biologies, Inc., recorded on December 23, 1986 at Reel 4658, Frame 682. 

2) Assignment from Praxis Biologies, Inc. to The University of Rochester, 
recorded on April 17, 1989 at Reel 5108, Frame 81. 


FROM 


(MON) 6- 12' 00 1 4 : 1 0/ST. 1 4 : 05/NO. 3760365439 P 15 


Applicants submit that this above information satisfies the request for information 
concerning the complete chain of title from the inventors to The University of Rochester. 

Applicants would also like to clarify that the commercial product is correctly named 
"Prevnar™" and notPrevnair™, as identified in the letter from Karin Tyson, Senior Legal 
Advisor, Office of Patent Legal Administration, U.S.P.T.CX, to David Read, Acting Director 
Regulatory Policy Staff, CDER, Food and Drug Administration. 

The Co mmissioner is hereby authorized to charge any fees or credit any overpayments 

to Kenyon & Kenyon deposit account No. 1 1-0600. 


Kenyon & Kenyon 
One Broadway 

New York, New-York-4 0004- 

Tel: (212)425-7200 
Fax: (212)425-5288 


Respectfully submitted, 


Date: May 18,2000 
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DEPARTMENT OF COMMtRCE 
PATENT OFFICE 


OS IT ACCOUNT ORDER FORM 


P, C 701TI 


CWtt 


December 23, 1986 


Or<*r No. 


3117-031 


N*rT« »nd Adcfcxu of Ofrpovtor: 

Penote & Edmonds 

1155 AVENUE OF THE AMERICAS 
NEW YORK, N. Y. 10036 


DESCRIPTION OF ABTICLfS OR SERVICES TO BE FURNISHED 


Re: Porter W« Anderson and Ronald John Eby 


QEPORfe TWIS ORDER FORM 

r*»d tbv iw ^M^w it infftriration on tS« 

rtvwi* fid* 


FOR OFFICE US! ONLY 


ITEM OR 
SERVICE 


VALUE PURN1SHEO 
ACTION OfF.Utt 



I 


For; IMMUNOGENIC CONJUGATES 


Sgrj.al£Jto»gBS^ May 5, 1986 


Attached please find an executed Assignment of the above- 


identified application and the invention disclosed therein from 


Porter W- Anderaon and Ronald John Eby to Praxis Biologica, lnc« 


Said Assignment was executed on December 10, 1986. We request that 


the Assignment ^e-X^orded-jj^-theL_U r SL» -Patent and- Trademark Office » 


Please charge the required fee to our Deposit Account Wo, 16-1150 : 


form is attached for accounting purposes . 


ercby ( trtlf/thff^corHAj^fr t^WBepaslttd 16-1150 030 51 B 


7.00CH 


h the 

metope iddrcsssii to; Canralss'oiw of Patents and 


n \M onrtai <tpnrfrp a* Hptt rfrrs mall In an 


(Osfe Of DJDQSlt) 



. Leslie MisrocK . 1/. 


13, 8.72 


W UUUtC D WITHOUT PC fti 


CHtPMCNT PLEASE COMPUTE THE POLL 



MAI UNO LABEL - PLEAftS MINT OP TVPVWMTC 


US, DEPARTMENT Of COMMERCE 
PATENT OP PICE 
WASHINGTON, D.C 20231 
OFFICIAL BUSINESS 


YOU* ORDER NO, 

3117-031 


Num. 


PENNJJB A EDMONDS 


nr~i wm 1155 AVEytJK OF THE AMERICA 8 


City, tira, 21* C«<to 


New yohk, nr. y. looae 


ppfc-l 4-2000 17=45 


97* 
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. U/Tf CM 

* JOINT 

ASSIGNMENT 

3117-031 

Willi WE AS. WK, PORTER W. ANDERSON and RONALD JOHN EBY 

.ASSIGNOR* 

cOi/cnuv/ lire United Sialei. naktmt al 4 o Alpine St.„ Rochester, Neu York 14620 and 
297 West Squire Drive 13, Rochester, Mew York 14623 ore ll* iiiralnra nf Hk 
iineiiiinnin immunogenic Conjugates 

tur wbldi we H»yc filed an - 


applies linn f«w d JSloit nT lite Uuittd Slal«.on Hay 5. 1986 .Serial No. 859 , 97 5 : 

3*. 

and williKKAS. PRAXIS 810L0CICS, INC., a corporation organized and " 
existing under the laws of the State of New York and located at ~" 
3 0 Corporate Woodj, Rochester, New York 14 623 .ASSIGNEE 
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i«4IL TO: , 


ov U.S. OtPAPTMENT O P COMMERCE 

ii. U.S. 

"0 LATENT OFFICE 

RECEIVE 

POSIT ACCOUNT ORDER FORM 

* jo?,? jrn ,?n r-« iri Vu 
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*nfi©«. D. C. »231 


16-1150 

SiMrvm •on Ad6r«ii of Depositor: 


Oft* 


April 14, 1989 


Oro*r No. 


3117-031 


Pennie & Edmonds 
u35 avenue of the americas 
wew york, n. y. 10036 


DESCRIPTION OF ARTICLES OR SERVICES TO BE FURNISHED 


Re;_ _ Applicat ion of Porter W» Anderson t e 


BEFORE USING THIS OROCA POOU 
'••d tF* important infer m«1 ior> on lha 


FOR OFFICE USE ONLY 


ITEM OR 
SIRVICE 

VALUE FURNISHEO 
ACTION OFF. US! 








JZtitl? 








al.rSerial ♦ 833^375 


Attached please find an executed Assignment of the above-identified 


application and the invention disclosed therein from Praxis Bio- 


ologics, inc. to The University of Rochester. Said Assignment was 


4 


executed on April 10, 1989. We request that the Assignment be 


recorded in the U.S. 'Patent and Trademark Office. Please charge 


the required fee to our Deposit ACcount No. 16-1150; a duplicate of 


thi s form i s -a t-tached— for— acGOttfvting-purpose« , 


91440554 


M ftddittontl 


aSRFPf^fuCI 


THIS FOKM MAY I 


TE 


puceo without rEFwmoN of the patent office. KefUiniion No. 


FOR PROMPT, ACCURATE MMftT * LEASC C4MPVCTC THE tOlLOmiKI MAI LINO LA«I. - PLEASE PRINT 01 TVMVMITI 

16-1130 HO 51B 8.00CH 


PATENT OFFICE 
WASHINGTON, O.C. Vm^ 
OFFICIAL BUSINESS 


KfTUrtN A FT** OA YS 


rouR ORDER NO. 


ffmrn . 


pennob & Edmonds 


5ir*«t Adorta 
Crtv.Sttn, 2lp Cod* 


I13J AVENUE OF THE AMERICAS 
NEW YORK. N. Y. 10036 
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ASSIGNMENT 


WHXMAfl, PRAXIS BIOIOGICS, IKC. , (Hereinafter 
called 'ASSIGNOR*) , a corporation organised and existing 
undsr the lava of the state ot Hair York and having it* 
principal place of business at 30 Corporate woods. Suite 
300, Rochester, New York 14623, i» the owner of the entire 
right, title and interest in, to and under the invention in 
IMMUNOGENIC CONJUGATES for which United Statea Patent 
Application Serial Na_ 359,979 was filed an Kay 5, 19M, 

NHKRKAS, THE WflVKRSITT OF ROCBB5TSR, (hereinafter 
called "AdSICHKS*) an educational institution charted by the 
Stat* of Kav YorlC end located at Rochester, Km York 1442?, 
ia desirous of obtaining the entire right, title and 
interest in, to and under th* said invention and the aaid 
application? 


NOW, thzbzfors, in consideration of the sum of One 
Dollar ($1.00) and other good and valuable conaideration, 
the receipt of which la hereby acknowledged, ASSIGNOR, haa 
aold, assigned, tranef erred and eat over, and by these 
presents does hereby sell, assign, transfer and aet over, 
unto the aaid ASSIGNEE, ita successors, legal repre- 
sentatives and assigns i the entire right , title and interest 
in, to and under the aaid Invention, and the aaid united 
state* Application and ell divisions, renewal* and 
continuation* thereof, end all Patents of the united states 
vhleh may be granted thereon and all reieeuea and extenelone 
thereof? and «U application* tor industrial property 
protection, including, without limitation, all applications 
for patents, utility swdele, end design* which may hereafter 

be filed for said invention in any country or countries 

foreign to the united State*-, together with the right to 
file such applications and the right to claia for the i«m 
the priority, right* derived fro* said United State* 
application under the Patent Lav* of th* United Statea, the 
Xnternationel Convention for the Protection of Industrial 
Property .^or any o thar ^nta rna t ionalrntgr a ematrt - or ~ the 
donestic law* of th* country in vhich any such application 
is filed, as may be applicable! and all forma of industrial 
pre party prote c tion, including, without limitation, patents, 
utility models, inventors' certificates and designs which 
may be granted for eaid Invention in any country or 
countries foreign to the United States and all extensions, 
renewals and relsauaa thereof; 

ASSIGNOR authorises and requests ths Commissioner 
of Patents and Trademark* of the United Statea, and any 
official of any country or countries foreign to the united 
States whose duty it is to iaaue patents or other evidence 
or forme of industrial property protection on applications 
as axoresald, to iaaue the sane to the said ASSIGNEE, Its 
succaamors, legal representatives and aaaigna, in accordance 
with the terms of this instrument; 
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AND ASSIGNOR HERESY covenanta and a^i that it 
bee full right to convey the entire interest herein 
assigned, and that it has hot executed, and will not 
execute, any agreement in conflict herewith? 

_ / AND ASSIGNOR HEREBY further csnvenants and agrees 
that it will coaeunicate to the said ASSIGNEE, ite 
succeeaors, legal representatives and assigns, any facte 
taiovn to ua respecting eald invention, and testify in any 
legal proceeding, sign all lawful papers, execute all 
divisional, continuing, reissue and foreign applications, 
Mice all rightrul oaths, and generally do everything 
possible to aid the eald ASSIGNEE, its successors, legal 
representatives and as eigne, to obtain and enforce proper 
protection for aaid invention in all countries. 


IN TE3TIH0NY WHEREOF, ASSIGNOR has caused this 
A-si91 H?P t to b " **«eufced by ite duly authorised office 
**** '° **Y °* fii£!h_f 198*. 


PRAXIS BXODOGICS, INC. 


Ja 
c 


ATTEST: 


Title VlcC - f^tfl 0 SWT 


39. t 


State of (Wj^vIl 

county of <^Ww>e^. 

** im ^°~**y ot^TLjx^J^ t x „ 9 t^tQTm »e, a 
Notary Public in and for the state and County aforesaid, 
personally apyeared ^^.^^-ua<.CkjL^ , to mm known end 
known to me to be the person of that nana, who being duly 
sworn did depose and say that he ls O^Fji^iJJ bf Praxis 
Biologice, Inc. and that be signed the f arrc/ing inatruwt 
by authority of the Board of Director* of said corporation. 
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